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REMARKS 

Reconsideration and allowance are respectfully requested. 

Claims 1, 9-17, 31-32, 34, 51-52, 67-69 and 77-80 are pending. Non-elected 
claims 44-50 were withdrawn from consideration by the Examiner. Applicants cancel the 
non-elected claims without prejudice to future prosecution of that subject matter. 

To satisfy their duties of candor and good faith, Applicants bring to the attention 
of the Examiner related subject matter in Application No. 10/490,776. It was recently 
allowed. The Examiner is invited to consider its prosecution history, the allowed claims, 
and the prior art of record in the 776 application, which are accessible through the 
PTO's Image File Wrapper (IFW), in view of the Federal Circuit's holding in McKesson 
Information Solutions v. Bridge Medical, 82 USPQ2d 1865 (Fed. Cir. 2007). Therefore, 
to avoid duplicating those materials, reference to the IFW is encouraged but Applicants 
would be ready to submit paper copies of these materials for the Examiner's review if 
she prefers. 

The amendments are fully supported by the original disclosure and, thus, no new 
matter is added by their entry. Support for the amendment of claims 1 and 15 (as well 
as claim 80) may be found, inter alia, at pages 39-40 of the specification. New claim 77 
is supported by page 39, lines 5-7, of the specification; claim 78 is supported by page 
83, line 37, to page 84, line 2, of the specification; and claim 79 is supported by page 
96, line 18, of the specification. 

The drawings were accepted by the Examiner, but she objected to their "Brief 
Description" in the specification. Although Applicants submit that at least the arrow- 
heads in Fig. 4d and the arrows in Fig. 6d are clear, the objected features are deleted 
from the specification to facilitate prosecution of this application. The deleted portions of 
the disclosure are not required to support the invention. 

Claims 1-43 and 51-76 were also objected to. Applicants appreciate the Exami- 
ner's suggestions for correcting the informalities. The claim amendments moot these 
objections. 

Withdrawal of the objections is requested. 
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35 U.S.C. 1 12 - Definiteness 

Claims 34, 52 and 55 were rejected as being allegedly "indefinite for failing to 
particularly point out and distinctly clainr) the subject matter which applicant regards as 
the invention." Applicants traverse. 

The term "substantially" is deleted from claim 34 because this limitation is not 
required for patentability. 

The subject matter of claim 52 is split into claims 52-53 as presently amended. 
Claim 55 is canceled without prejudice or disclaimer. 

Applicants request withdrawal of the indefiniteness rejection. 

35 U.S.C. 112- Written Description 

The specification must convey with reasonable clarity to persons skilled In the art 
that applicant was in possession of the claimed invention as of the filing date sought. 
See Vas-Catti v. Mahurkar, 19 USPQ2d 1111,1117 (Fed. Cir. 1991). But the Patent 
Office has the initial burden of presenting evidence or a reason why persons of ordinary 
skill in the art would not have recognized such a description of the claimed invention in 
the original disclosure. See In re Gosteli, 10 USPQ2d 1614, 1618 (Fed. Cir. 1989). A 
specification need not teach, and preferably omits, what is well known in the art. See 
Hybritech v. Monoclonal Antibodies, 231 USPQ 81, 94 (Fed. Cir. 1986). 

Claim 69 was rejected as allegedly "failing to comply with the written description 
requirement." Applicants traverse because the term "slow" is canceled as not necessary 
for patentability. Sustained or controlled release preparations are described on pages 
29-30 of the specification. Although this portion of the disclosure relates to PYY3.36, the 
specification clearly teaches that GLP-1 or an agonist thereof may be administered by 
the same route (page 35, lines 21-23) in the same composition or in separate composi- 
tions (see page 36, lines 3-6). Thus, claim 69 as amended does not add new matter. 

Claims 1-3, 5, 7-35, 37-43, 51-65 and 67-74 were rejected as allegedly "failing to 
comply with the written description requirement." Applicants traverse because the limita- 
tion "PYY agonist" is deleted from the claims as not required for patentability. Thus, the 
rejection is moot. 
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Withdrawal of the written description rejections is requested because the specifi- 
cation conveys to a person skilled in the art that Applicants were in possession of the 
claimed invention as of the filing date. 

35 8,0.112-- Enablement 

The Patent Office has the initial burden to question the enablement provided for 
the claimed invention. M.P.E.P. § 2164.04, and the cases cited therein. It is incumbent 
upon the Patent Office, whenever a rejection on this basis is made, to explain why it 
doubts the truth or accuracy of any statement in a supporting disclosure and to back up 
assertions of its own with acceptable evidence or reasoning which is inconsistent with 
the contested statement. In re Marzocchi, 169 USPQ 367, 370 (C.C.P.A. 1971). Specific 
technical reasons are always required. See M.P.E.P. § 2164.04. 

Claims 1-43 and 51-75 were rejected because it was alleged that the specifica- 
tion "does not reasonably provide enablement for preventing weight gain or preventing 
obesity." Applicants traverse because the limitation "preventing" is canceled as not 
required for patentability. 

The Examiner found that the specification enabled claims directed to "reducing 
hunger, decreasing calorie intake [and] increasing satiety." The former are useful for the 
treatment (as opposed to prevention) of obesity (see claim 80). Further, claims 1 and 15 
(as well as claims depending therefrom) are directed to the objectives of "decreasing 
calorie intake, food intake or appetite". These are the original objectives of the invention 
(see the Abstract). Therefore, the claims as amended are enabled by Applicants' disclo- 
sure. 

Claims 1-3. 5-43, 51-65 and 67-74 were rejected because it was alleged that the 
specification "does not reasonably provide enablement for all agonist of PYY." Appli- 
cants traverse because the limitation "an agonist thereof is not required for patentabi- 
lity. The Examiner found that the specification enabled claims directed to "PYY or PYY 
(3-36)." Therefore, the claims as amended are enabled by Applicants' disclosure. 
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Withdrawal of the enablement rejections is requested because it would not 
require undue experimentation for a person of skill in the art to make and use the 
claimed invention. 

35U.S.C. 102 -Novelty 

A claim is anticipated only if each and every limitation as set forth in the claim is 
found, either expressly or inherently described, in a single prior art document. Verde- 
gaalBros. v. Union Oil Co. of Calif., 2 USPQ2d 1051, 1053 (Fed. Cir. 1987). The iden- 
tical invention must be shown in as complete detail as is claimed. See Rictiardson v. 
Suzuki Motor Co., 9 USPQ2d 1913, 1920 (Fed. Cir. 1989). 

Claims 1-16, 18, 21-31. 33-68, 70 and 74-76 were rejected under Section 102(e) 
as allegedly anticipated by Pittner et al. (US 2002/0141985). Applicants traverse. 

Although Pittner broadly discloses the use of PYY or an agonist thereof together 
with a GLP-1 or an agonist thereof, the working examples are limited to the use of PYY 
or an agonist thereof alone . There is no teaching or suggestion in Pittner of the range of 
doses of PYY3.36 used to treat a human subject in accordance with Applicants' claimed 
invention. In Application No. 10/490,776, Applicants' claims directed to a similar dose of 
PYY3.36 were found to be patentable over the same document. Cf. paragraph [0022] of 
Pittner. 

The claimed invention requires a specific dose of PYY3.36 and GLP-1 or an ago- 
nist thereof. Pittner fails to teach or suggest the recited dose of PYY3.36. Therefore, it 
does not anticipate Applicants' claimed invention. 

Withdrawal of the Section 102 rejection is requested because the cited document 
fails to disclose all limitations of the claimed invention. 

35U.S.C. 1 03 - Nonobviousness 
A claimed invention is unpatentable if the differences between it and the prior art 
are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art. In re Kahn, 78 USPQ2d 
1329, 1334 (Fed. Cir. 2006) citing Graham v. John Deere, 148 USPQ 459 (1966). The 
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Graham analysis needs to be made explicitly. KSR v. Teleflex, 82 USPQ2d 1385, 1396 
(2007). It requires findings of fact and a rational basis for combining the prior art disclo- 
sures to produce the claimed invention. See id. ("Often, it will be necessary for a court 
to look to interrelated teachings of multiple patents . . . and the background knowledge 
possessed by a person having ordinary skill in the art, all in order to determine whether 
there was an apparent reason to combine the known elements in the fashion claimed by 
the patent at issue"). The use of hindsight reasoning is impermissible. See id. at 1397 
("A factfinder should be aware, of course, of the distortion caused by hindsight bias and 
must be cautious of arguments reliant upon ex post reasoning"). Thus, a prima facie 
case of obviousness requires "some rationale, articulation, or reasoned basis to explain 
why the conclusion of obviousness is correct." Kahn at 1335; see KSR at 1396. An 
inquiry is required as to "whether the improvement is more than the predictable use of 
prior art elements according to their established functions." Id. at 1396. But a claim 
directed to a combination of prior art elements "is not proved obvious merely by demon- 
strating that each of its elements was, independently, known in the prior art." Id. Finally, 
a determination of prima facie obviousness requires a reasonable expectation of 
success. See In re Rinehart, 189 USPQ 143, 148 (C.C.P.A. 1976). 

Claims 1, 32 and 73 were rejected under Section 103(a) as allegedly unpatent- 
able over Pittner et al. (US 2002/0141985) in view of Yang {Emerging Therapeutic 
Targets, 3:165-176, 1999). Applicants traverse. 

With regard to calculation of dose, PYY3.36 has a molecular weight of 4050. Thus, 
a dose of PYY3-36 from 5 to 100 nmoles per 70 to 75 kilogram body weight corresponds 
to 20 to 400 |jg per 70 to 75 kilogram body weight of the subject. 

As discussed above, Pittner does not anticipate the claimed invention. The dose 
of PYY3-36 required by the claims is neither taught nor rendered obvious by the cited 
document, even when combined with Yang. The latter document contains a disclosure 
limited to appetite suppressants. The only relevant disclosure for the dose of PYY3-36 is 
Pittner, which actually teaches away from Applicants' claimed invention because it 
clearly shows that a low dose results in weight increase , not weight loss. 
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The only relevant disclosure of Pittner to the presently claimed invention is para- 
graph [0022]: 

"PYY's and PYY agonists may be administered separately or together with 
one or more other compounds and compositions that exhibit a long term 
or short-term action to reduce nutrient availability, including, but not limited 
to other compounds and compositions that comprise an amylin or amylin 
agonist, a cholecystokinin (CCK) or CCK agonist, a leptin (OB protein) or 
leptin agonist, and exendin or exendin agonist, or a GLP-a or GLP-1 ago- 
nist." 

Pittner did not obtain data on any of the suggested combinations which are listed, and 
one of ordinary skill in the art would have expected, at best, that a mixture of PYY or a 
PYY agonist with any of the compounds listed would have had an additive effect. By 
contrast, in accordance with Applicants' claimed invention, PYY3-36 administered at a 
low dose with GLP-1 or a GLP-1 agonist, produces a synergistic effect on food intake of 
the treated subject. Such an effect was unexpected. In particular, the evidence of record 
does not provide a reasonable expectation of success to obtain such a result. 

Crucially, mixtures of PYY3.36 in the specified dose and GLP-1 have been shown 
by Applicants to be synergistic when co-administered in humans. This is demonstrated 
in Example 9 of Applicants' specification. Here, in a double-blind trial, saline was admin- 
istered to a control group while treatment groups were given either PYY3-36 or GLP-1. or 
both PYY3.36 and GLP-1. The group given PYY3.36 only showed a 15% reduction in food 
intake compared with the control, while the group given GLP-1 only showed a 5% 
reduction. The group given the same amounts of both PYY3.36 and GLP-1 would have 
been expected, if they acted additively, to have shown a 20% reduction in food intake. 
But, in fact, PYY3.36 and GLP-1 in combination showed a 27% reduction. This is a clear 
demonstration of an unexpected synergistic effect, and illustrates the non-obviousness 
of Applicants' claimed invention over the cited documents. 

The Examiner alleged that the invention is prima facie obvious over Pittner in 
view of Yang. But this ignores the fact that Pittner teaches away from the dosages of 
PYY3-36 now specified in the claims, and also ignores the fact that mixtures of PYY3- 
36 and GLP-1 have been shown by Applicants to be synergistic, as described above. 
The Examiner alleges that: 
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"One skilled in the art would be motivated to add appetite suppressants to 
a composition used in the method of treatment of obesity or body weight 
since they are proven to be effective, and are being currently used until 
the desired weight loss is achieved. Therefore the invention is prima facie 
obvious." 

This again ignores Applicants' demonstration in their specification that the effect of co- 
administration of PYY3-36 at a particular dosage and GLP-1 on "decreasing calorie 
intake, food intake or appetite" (see present claims 1 and 15) and "treating obesity" (see 
new claim 80) is a surprising. The synergism observed by Applicants rebuts any allega- 
tion of prima facie obviousness. Therefore, the claimed invention is not obvious. 

Claims 17, 19-20 and 71-72 were rejected under Section 103(a) as allegedly 
unpatentable over Pittner et al. (US 2002/0141985). Applicants traverse. 

Pittner's studies on fasted animals do not render obvious the claimed treatment. 
As noted above, at the low doses of PYY3.36 required by the present claims, the cited 
document clearly shows that the result is weight increase , not weight loss. Moreover, it 
is silent on co-administration of PYY3.36 with GLP-1 or an agonist thereof. 

Withdrawal of the Section 103 rejections is requested because the claims would 
not have been obvious to one of ordinarily skill in the art when this invention was made. 

Conclusion 

Having fully responded to the pending Office Action, Applicants submit that the 
claims are in condition for allowance and earnestly solicit an early Notice to that effect. 
The Examiner is invited to contact the undersigned if any further information is required. 

Respectfully submitted, 
NIXON & VANDERHYE P.O. 




Gary R. Tanigawa 
Reg. No. 43,180 



901 North Glebe Road, 11th Floor 



Arlington, VA 22203-1808 
Telephone: (703) 816-4000 
Facsimile: (703)816-4100 
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